This is an example of a Reciprocal DUA in place for an ongoing HMORN project. 

Study specific information has been removed (highlighted areas), and HITECH language is offered. 

Studies using this example as a starting place should modify to the specific needs of their individual research project. 

Finally, unlike the HMORN DUA Template, this example Reciprocal DUA is not linked to the HMORN Subcontract Template. That is, it could be modified for use when other subcontracts are in place.

RECIPROCAL DATA USE AGREEMENT FOR RESEARCH 

INVOLVING RESEARCHERS WHO ARE ALL KP WORKFORCE MEMBERS

This Reciprocal Data Use Agreement for Research (“Agreement”) describes the terms and conditions under which the Kaiser Permanente Regions listed on Appendix A (“KP Regions”) will permit the Transfer, Use and Disclosure of the Limited Data Set described in Appendix B from the KP Regions to the undersigned [data coordinating (DC) site], aka [DC site acronym] researcher (“Initial Data Recipient”). It further describes the terms and conditions under which the Initial Data Recipient, following the combining of the data sets received from the KP Regions with data from the KP [DC]  Region (the “Combined Data”) and the analysis of the Combined Data, is permitted to Transfer the Combined Data to identified researchers in the KP [Study Sites] Regions listed below (the “Regional Data Recipients”) as a Limited Data Set for the purpose of further ancillary analyses on the aggregate study data (any resultant publications to be subject to the [Project Name] Study Publication and Presentation Policy & Procedures).   

1. Except as otherwise specified in this Agreement, Initial Data Recipient may make all Uses and Disclosures of the Limited Data Set necessary to conduct the following research: [Project Title] (Interregional) (“Research Project”) [Grant or Contract No.].

2. The Parties agree that they will not use or further disclose PHI other than as permitted by this Agreement and the [DC site acronym] IRB or as other required by law."
3. SECURITY RULE COMPLIANCE Each Party shall comply with the Standards for Security for the Protection of Electronic Protected Health Information (“PHI”), codified at 45 CFR parts 160 and 164, Subpart C, effective April 20, 2005, and as may be amended thereafter.  Each Party shall also comply with the Health Information Technology for Economic and Clinical Health (HITECH) Act effective February 17, 2009 and as implemented by United States Department of Health and Human Services (HHS).

4. In addition to Initial Data Recipient, the [DC site acronym] workforce members, or classes of workforce members, who are permitted to Use or receive the Limited Data Set for purposes of the Research Project at the [DC site], include: [DC site] programmers/analysts; [DC site] biostatisticians; and [DC site] project manager.
5. In addition to Regional Data Recipients, the respective [KP Study Sites] workforce members, or classes of workforce members, who are permitted to Use or receive the Limited Data Set for purposes of the Research Project, include:  Programmers/analysts; and project managers.
6. Any Data Recipient must:

a.
Not Use or Disclose the Limited Data Set for any purpose other than the Research Project or as Required by Law.

b.
Use appropriate safeguards to prevent Use or Disclosure of the Limited Data Set other than as provided for by this Agreement.

c.
Report in writing to the Regional Privacy Officer any Use or Disclosure of the Limited Data Set or any Disclosure of PHI to an unauthorized subcontractor, within five (5) days of its discovery.

d.
Ensure that any person, including a subcontractor, to whom Any Data Recipient provides the Limited Data Set, agrees to the same restrictions and conditions that apply to Data Recipient under this Agreement. Before providing the Limited Data Set to any person who is not a workforce member, Data Recipient shall confirm that the person has made that agreement in writing. 

e.
Not use the information in the Limited Data Set to identify or contact any individuals. 

7. This Agreement in no way limits any obligations that Any Data Recipient has as a KP workforce member, such as complying with KP policies and procedures. After the required descriptions are inserted in the Agreement and the Initial Data Recipient and the respective Regional Data Recipients have signed it, the appropriate Regional Official must sign in the “Agreement Approved” section below before any Transfer, Use, or Disclosure the Limited Data Sets contemplated herein. 
	Initial Data Recipient:
	

	     
	____________________________________

	DC Principal Investigator Name
	(Signature)

	
	

	Agreement Approved
	

	     
	____________________________________

	DC DUA Signatory Name
DC DUA Signatory Title
	(Signature and Date)


	[KP Study Site] Data Recipient:
	

	     
	____________________________________

	KP Site Principal Investigator Name
	(Signature)

	
	

	Agreement Approved
	

	     
	____________________________________

	KP Site DUA Signatory Name

KP Site DUA Signatory Title
	(Signature and Date)


	[KP Study Site] Data Recipient:
	

	     
	____________________________________

	KP Site Principal Investigator Name
	(Signature)

	
	

	Agreement Approved
	

	     
	____________________________________

	KP Site DUA Signatory Name

KP Site DUA Signatory Title
	(Signature and Date)


	[KP Study Site] Data Recipient:
	

	     
	____________________________________

	KP Site Principal Investigator Name
	(Signature)

	
	

	Agreement Approved
	

	     
	____________________________________

	KP Site DUA Signatory Name

KP Site DUA Signatory Title
	(Signature and Date)


APPENDIX A

List KP Study Sites
APPENDIX B
	Elements of Limited Data Set

	EXAMPLE ONLY – REPLACE WITH PROJECT SPECIFIC ELEMENTS
Demographic data

· Unique subject ID

· Full history of patient enrollment eras: start dates and end dates of each enrollment period as determined by changes in insurance type and drug coverage

· Insurance type (Medicaid, Medicare, Commercial, None, Drug Coverage)

· Date of birth (or, at least year of birth)

· Age at cohort entry

· Sex

· Race/ethnicity
· Zip code (at baseline)

· VDW census data:

1. % pop age 25+:

· < 9th grade

· 9th-12th
· HS graduate

· Some college, no degree

· Associate

· Bachelor

· Graduate or professional

2. Poverty Level (PT) and 1999 income:

· % households < Poverty Level

· % people was < 50% of PT 

· % people  between 50 & 74.99% of PT

· % people  between 75 & 99.99% of PT

· % people  between 100 & 124.99% of PT

· % people  between 125 & 149.99% of PT

· % people  between 150 & 174.99% of PT

· % people  between 175 & 184.99% of PT

· % people  between 185 &  199.99% of PT

· % people  >200% of PT 

· Median household income

· Survival Status (including date and cause of death, if applicable)

Laboratory data, including procedure codes, collection dates, values, and measurement units for the following lab tests:  Glucose, fasting; glucose, random; HbA1cs; serum creatinine; urine microalbumin; urine protein; urine quantitative protein; glomerular filtration rate; MDRD calculation; total cholesterol; LDL cholesterol, fasting; LD  direct – low density lipoprotein; LDL calculated, not specified; cannot determine if calculated or direct; HDL cholesterol; triglycerides, fasting; triglycerides, not specified; liver function tests (alanine aminotransferase/SGPT, aspartate aminotransferase/SGOT, alkaline phosphatase, total bilirubin) serum amylase; pregnancy test (serum, urine). 

Pharmacy data on filled prescriptions, for the following types of medications:  Insulins (long-acting: humulin, glargine; and short-acting); oral hypoglycemic agends (OHA); antihypertensive agents; lipid agents; anti-depressants. 

· National Drug Codes (NDC)

· Fill date

· Dose

· Number of tablets

· Days supplied

· Frequency

· Prescriber ID

Inpatient and Outpatient Diagnoses and Procedures  (including visit and procedure dates), related to the following diagnoses:

· Dyslipidemia

· Metabolic Syndrome

· Obstructive Sleep Apnea

· Cardiovascular Diseases, including hypertension, coronary heart disease [fatal and non-fatal acute myocardial infarction (MI)], unstable angina, coronary revascularization (e.g., CABG, PCI), congestive heart failure, cerebrovascular disease (e.g., ischemic stroke, hemorrhagic stroke), carotid endarterectomy or bypass, peripheral arterial disease (e.g., amputation, peripheral revascularization).
· Pancreatitis

· Renal disease, including ESRD; renal glycosuria; kidney transplantation; post-kidney transplant; dialysis; stones. 

· Diabetic eye disease, including proliferative diabetic retinopathy (PDR); clinically significant macular edema (CSME).
· Cholelithiasis

· Hypoglycemia

· Osteoporotic fractures

· Cancers

· DVT and pulmonary embolism

· Mental disorders, including depression, anxiety, eating disorders, substance abuse (including counseling), suicidality.
Vitals data:  Height; weight; BMI; blood pressure measurements; encounter date; department; facility.

Primary Care Provider (PCP) data:

· Facility of PCP, where pt. receives care

· PCP specialty

Hospitalization data:  Dates of admission; dates of discharge; primary discharge diagnosis; all secondary discharge diagnosis codes (ICD-9); all procedures performed during hospitalization (ICD-9-CM); encounter type.

Smoking status (including dates)
DxCGs (including dates) 



PAGE  
1
Reciprocal DUA – KP Workforce Only - Example

